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Brady Engvall
3714 Oyster PI. East

Aberdeen, WA.

Mr. William Hubbard
Document Management Branch
HFA ,305, FDA, 5630
Fishei’s Lane, Rm 1061
Rock+ille, MD 20852

i.] 353 “93 Fim26 $J“1:00
98520

Re: Dbcument No. 98p-0504

Dear Sir,
As founder of Brady’s Oyster Co. (in business for over 30 years) I would like to comment
on th~ proposed rule change for Vibrio vulnitic.us (Vv) control. I would like to express
the urifairness of actions that maybe placed on Washington oyster growers. Controls on
Vv are necessary to protect public health and welfare, this is understood, but the heavy
handed one size fits all regulations will eliminate safe shellfish with the bad. In the eyes
of local shellfish growers this is unacceptable,

It is important to control only those areas that contribute to the problem and not do
collateral damage to harvest areas that have provided a continuing safe supply of oyster
products to distant markets throughout the nation. The making of this problem does not
rest with Washington state growers but can be attributed to warmer water areas of the
Gulf and South eastern seaboard. This is where the controls need to be placed.

The most judicious and amenable way to resolve the Vv problem is to let the Interstate
Shellfish Sanitation Commission (ISSC) deal with the problem. They have the frame
work to resolve complicated and contentious issues and have been effective in the past.
Stakeholders make better decisions and their decisions will be much better received than
rules ?pplied from a federal agency without localized input.

Thank you for the opportunity to comment and please find inclosed a newspaper article
printed in the Chinook Observer dated April 14th, 1999. This article expresses our local
concern.

Sincerely,
Brady, J3ngvall Date: $%?0- 79
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R Federal rule aimed
at Gulf and Atlantic
coasts could doom
many NW growers

By ED HUNT
(Msent’r sciencewriter

B
AY CENTER–-The U.S.
Food and IMug
Achninistration is copsjd-

ering action that could take raw
oysters off the menu and push
as many as 75 percent of shd~-
fish growers out of business
across the nation, according to
the Pacific Coast oyster
Growers Association.

The Center for Science in t]le
Public Interest-a national advoca-
cy group based in Washington,

D.C---is askifip
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serious.
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raw oysters and
Pother shellfish. $
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‘“’”wipeaid
of people

., ,, ,WhiIe the,
adioii ‘h djrwft(j
against Gulf and
Atlantic coast

out.’ growers, i{ ma:y
have dire conse-—. .. —. ..__ —_
quetlces for

Oick Wilson Pacific Coast
Chwer of Bay growers whc,
Center IWlridtUr13 already operale

under sheIIfjsh
safety measures
at the state level

but who face less danger from sheJl-
fish safety problems than growers in
warmer waters.

‘we ~ealiy f.kjn’t see it as a West
Coast problem,” said Dru-renMitchell,
staff attorney for CSPI, “It’s really a
Gulf Coast problem, The performance
standard we are calling for is for all
waters in which deaths or illness have
been attributed (OVibri~ vulnificus.”

The group filed a petition in June
1998 asking the FDA to force Gulf
Coast growers to “eiiminate cerlain

STAN THOMPSONPhdo
The oyster buikte$q Is a key part of the economy in Nahcot@, Sputh Bend,
Bay Center arid,Oy@ewille, but a ropcwd federal rule place+ .thosiejobs at

c
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risk. Grower$ refy @ lucrative sa s of oysters for consumption live on the j
half sheN. The,,now,pde Wou!d require oysters to go through an expensive ~
process before,srde thm kill$ bacteria and the oyster itqelf. Though the oys-
ters can still be eaten in ‘the”shell,they must be eaten $vitldnhow’s,or else
they becdnw’rtrbberjr. . .

dangerous bacteria: ffarn “its oysters,”
/

bacteria, called Vibrio vu[tlificus. ~,
According to the group, ‘the petition Virtually all of the 177 reported cam ‘
asks FDA to require that shellfish so~d _______
for raw consunintion hp. f%= fif tL.. - -
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OYSTERS.otztinue~p.nz,age,
since1989have been linked to the
warm waters of the Gulf of Mexico
or Florida’s Atlantic Coast.

The potential impact to West
Coast growers stems from the dif-
ferent standards and different water
conditions faced by shellfish grow-
ers orI the Pacific and Atlantic
coasts and the Gulf of Mexico,
explaitted KathIeen Sayce, bank
scientist with Shorebank Pacific in
Ilwaco. Sayce said the type of bac-
teria the advocacy group is target-
ing is naturally occuring in all
coastal waters of the United States.
It doesn’t become harmful until
water temperature exceeds 20 or 21
degrees Celsius, or about 68
degrees F.

Pacific coast waters–+exially
those in Willapa Bay—rarely get
that warm, although they did reach
these temperatures during the
recent extreme El Niilo event,
which suppressed the upweliing of
cool waters off the Northwest coast
and attracted tropical fish to
Washington’s marine waters. On
the East Coast, and particularly the
Gulf Coast of the U.S., the water
often exceeds these temperatures
thanks to the warm water of the
Gulf Stream.

Sayce says that state regulations
for West Coast and East Coast
growers also differ significan[Iy.
Pacific Coast growers have limits
on the amount of bacteria that can
be present in the water before an
area is closed to harvest; on the
East Coast, growers have resisted
such standards, and handling prac-
tices there often allow growers to
circumvent protections, Sayce said.

“The rules for shellfish handling
in the West are much more strin-
gent than they are in the East, and
30 to 40 people get sick and die
back there every year.” Sayce said.
“’That’s no overstatement-eating
shellfish in those states is much
riskier. I don’t know how they’ve
“(\f**m-,..7.-..,.. ..*L :, . . . .. - . . . ... ..

asked thatthematter be referred to
the Interstate Shellfish Sanitation
Conference, which i,s made up of
state and federal health regulators
and member of the industry, The
ISSC debates public health issues
in c!etai! artd tries to bring in the
best available science, It also tries
to makes sure that wh~tever regula-
tory changes are being proposed
can actually be implemented by the
growers, Downey said,

“There w,ill never be enough
enforcement officers out to enforce
these laws, so we need to self regu-
late,” Downey said, “So we’ve
asked that FDA to refer it to the
ISSC and to give funding to do the
science we need to come up with
the best regulation possible–-not
just non-detectable, If the level is
set at non-detectable, that’s going
to mean no more taw oysters.”

Pacific oyster growers are asking
that the tighter controls they put in
after i997 continue to be used for
two more years while research is
stepped up and self regulation is
tightened.’ Consumer education and
pulling the product during warm
weather events is
important as well,

method called AmeriPure.
Irradiation is before the FDA and is
likely to be approved and pressur-
ization techniques are under devel-
opment, Mitchell said.

The problem, says Downey, is
that the growers she represents are
mostly small “mom and pop” type
operations that wouid never be able
to afford to pay $250,@0 for the pas-
teurization machine. Additionally,
the market wouldn’t suppom simply
passing the cost on to consumers as
Mitchelt’s organization suggests.

NW industry at risk
of destruction

Downey says the pasteurization
process kills the oyster and a rub-
ber band is needed to keep the oys-
ter shel! shut. If eaten a few hours
after cooking it tastes like a raw
oyster, she says, “but if you wait
too long, it tastes like rubber bands.

“A majority of shellfish growers
would be brought to their knees
and the market would not be able
to bear it,” Downey said. “Since
AtneriPure has the only approved
process, it’s a sweet deal for them,
but it will wipe out 75 percent of
growers across the country. Small
mom and pop growers can’t do this

sort of retrofit,
D;wuey said, ‘The roles for shell- ~j~;o~:i~p~:

However, it’s
also important fish handling in the . a t i o nS.-
not to change West are much more ~::; tha~~
procedures–-
possibly impact- St!l@eKkt than they &CteCtablcbaC-
ing the whole are in the East, and teria be present
West Coast in oysters could
industry—based 30 tO 40 people get force 75 percent
on what could be sick and die back of the nation’s
anomalous

there every year.’
growers out of

weather events, business and
Downey added, ____ __ __ would eliminate

cacy group is still
not happy with
the contro!s in place because they
“require someone to get sick before

Mitchell said Kathleen Sayce the sale of raw
his health ad~o- Peninsuia biologist oysters,

For Pacific
Coast growers,

selling raw or live oysters has
become a mainstay of their busi-

shutting down shellfi;h hmesting”
L . . . ... . . . . . .. . .. . .,,

ness. Great tasting oysters live and:.. .. . .. . .. . -.. ..7. L. .. . .
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shellfish in those states is much
riskier, I don’t know how they’ve
gotten away with it. It’s amazing
that those states haven’t stepped in
and said ‘We’ve got to do some-
thing.”

Thr strain of bacteria is differ-
ent as well, Sayce said. While
Vibrio vulnijlcus is present in West
Coast waters, a different, ~ess
harmful type of the bacteria—
Vibrio parahaemolyticus-–is much
more common. (See related story.)

Because a number of illnesses
were reported in 1997 due to Vibrio

PGr4@evo~Y[!c,y?..$$,p@;!pq, ?J$,$?
~jls-& ~~ tq,~e @‘cWW. look
at the stW&ds of acceptable con-
centrations of this bacteria as well,
said Robin Downey, executive
director for the Pacific Coast Oyster
Growers Association.

After the warm waters of an
emerging El IWO caused a West
Coast outbreak in 1997, Pacific
Coast Oyster Growers lowered the
t!-,-e.shold for Vibrio concentrations
and imposed a voluntary shutdown
of raw oyster sales when waters
became unusually warm again in
1998, Downey said this avoided
many ilinesses and is proof that the
self regulation of West Coast
growers works.

‘Mo bacteria lumped
together

Downey is worried that the two
different strains of Vibrio are being
lumped together. No deaths or
long -term effects have been found
from Vibrio parrzhaernrdyticus
(VP). She’s afraid FDA will adopt
a requirement for no detectable
bacteria. Such a requirement would
put art end to raw shellfish sales
because there is ustrally a nolI-
harrnful amount of bacteria natural-
ly occurring in the water.

“We’re between a rock and hard
plac? in terms of public hea!th,”
D@mtey #@. “W! should consider

,,

setting, a new standard, ,but the,.
stanrhd should ‘niitbe “Wtat zero:

“require sorneon”eto get sick befor~
shutting down shelh%h harvesting”
because t}w current threshold is set
too high.

However, he agrees with
PCOGA that more research needs
to be done to set a “safe” level of
Vibrio and it threshold to trigger a
harvest shutdown. Yet, Mitchell
says his group does not want to see
this process go through the ISSC.

“It’s really time for the FDA to
step in,” Mitchell said. ‘They real-
Iy have the authority to come up
with ~erformance standards that

require $yt growers ‘de,~errnine
what haztids are applicableto their
product and de+elop ‘and put in
place controls for those “hazards in
their processing

One way to control those haz-
ards would be simply to delay har-
vest--–or to harvest, but sell only
for the cooked market-which is
how PacificCoast growers handled
things in 1998, Mitchell admitted.

“There’s no doubt that Pacific
Coast growers acted responsibly:’
Mitchell said, “But the response is
too late when you wait for human
iiiness to trigger it. Itneeds to be
more pro-active. They need to take
that no-harvest step when Vibrio are
above a truly ’accurate threshoid,The
key is whereto set [hatnumber.”

“We agree th~t more science
needs to be done.” Mitchell contin-
ued. “It’s way t~, high where it is
now, and even PCOGA agrees with
that,” Lfitche]l says that if FDA
puts in place a requirement to
reduce pathogeqs, @ she~lfkh, the
technology providers will come up
with new techrmiogy to, nieet the
need for a way to ‘till the bricteria,

Already there is one method
approved by FDA ‘ahd on the mar-
ket—a patented heat pasteurization
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becon~e a mainstay of ‘their busi-
ness. Great tasting oysters live and
in the shell can fetch a higher price
in a business with narrow margins.
If the FDA forces them to use a
process that kills all bacteria they
could lose that market altogether.

“This has become a big part of
our business,” said Dick Wilson,
owner of Bay Center Maricuhure.
“Last year we shipped 120,000
dozen, this year we’ll probably do
more, But they want the oyster live
and cold in the shell. You can get a
cooked oyster anywhere.”

In fact,, jt cqu~d iwpa!) ,WY
sty@@ j~at ?&@e~l&f,pf, .,U.“S~4...
coastal water,Wijson Said,

“This is quite serious,” Wilson
said. “It could wipe a lot of people
out, It would really hurt the busi-
ness and market we’ve built. ”
Downey argues that there are much
greater health risks for the FDA to
concern itself with. More people
get sick from mayonnaise than
from Pacific Coast oysters.

“This thing has been around as
long as human history and it’s
ridiculous to suddenly force peopk
to go with a completely different
product,” Downey said. “SO we’re
hoping the FDA will look at the
true health impact, the anomalous
weather and the dearth of science
and allow us to put a control plan
into effect, If there is enough of a
political response urging them to
do that, they’li do that right thing.
We have reason on our side.”

The FDA is currently taking con~-
ments on what action it should take.
Comments can be sent to William
Hubbard, Document Management
Branch, HFA-305, FDA, 5630,
Fisher’s Lane, Rrn. 1061, Rockville
MD, 20852. Refer to Document No,
98p-0504 by Apd 21.

Ed Hunt is the ediror of ~he
Tidepool.org internet news s~wice.
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